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10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
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DETAILED ACTION 

Response to Amendment 
Claim Rejections - 35 USC § 102 

1 . The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

2. Claims 1, 2, 16-19 are rejected under 35 U.S.C. 102(b) as being anticipated by Mackal 
(US 2859932). Mackal discloses a valve having a body 14 having a bore through its interior, a 
movable plunger 27 contained in the bore, the plunger having a port 29, in the closed position the 
plunger is in alignment with the face of the body forming a steamable surface, the plunger has a 
cam 26 and the body has a cam slot which receives the cam (as can be seen in Fig. 9), The 
plunger has a handle 22 to move the plunger within the bore. The bore has three sections each 
with a different diameter, the second diameter is greater than the first diameter and a tapered 
portion is located there between. The plunger has a diameter less than that of the bore and one or 
more openings 29 forming a fluid channel with the second end of the plunger. The plunger is 
received within the bore and therefore, the diameter must be smaller, even if there is frictional 
engagement between the two components because it they had identical diameters the plunger 
would not fit within the bore. Furthermore due to the contours of the plunger and the bore, there 
are portions of the plunger that have a diameter that is much smaller than the diameter of 
portions of the bore. The overall shape of the plunger corresponds to the shape of the bore as can 
be seen in Figs. 6-9. 
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Claim Rejections - 35 USC §103 

3. The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

4. Claims 4, 5, 11 are rejected under 35 U.S.C. 103(a) as being unpatentable over Mackal in 
view of Tessman et al (US 6210372). Claims 4, 5, 11 differ from Mackal in calling for the 
device to be formed of polyetherimides. Tessman discloses a storage and delivery device for a 
catheter or needle wherein the device is made using thermoplastics such as polyetherimide that 
have high hardness and strength and can withstand sterilization (Col. 6, lines 55-60). Therefore, 
it would have been obvious to one of ordinary skill in the art at the time of invention to form the 
device of Mackal of a thermoplastic such as polyetherimide so that the device would be able to 
withstand sterilization. 

5. Claims 14, 21-24 are rejected under 35 U.S.C. 103(a) as being unpatentable over Mackal 
in view of Leason et al (US 5360413). Claim 15 is rejected under 35 U.S.C. 103(a) as being 
unpatentable over Mackal in view of Tessman as applied to claim 1 1 above, and further in view 
of Leason et al (US 5360413). Claims 14, 15, 21, 22 differ from the teachings above in calling 
for the first face to include a sanitary flange. Leason teaches an access device having elements 
similar to that of Mackal but further including a sanitary flange 25 that allows the device to be 
attached to a component without contamination. Therefore, it would have been obvious to one 
of ordinary skill in the art at the time of invention to modify the device of Mackal to include a 
sanitary flange as taught by Leason to prevent contamination when the access device it attached 
to a component. 
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Response to Arguments 



6. Applicant's arguments filed 12/1 8/08 have been fully considered but they are not 
persuasive. Applicant argues that the device of Mackal does not disclose a material that is steam 
sterilizable. The claim requires that the device forms a steamable surface and a sterile barrier. 
The device of Mackal forms a steamable surface because any surface is steamable. Since the 
plunger forms an air tight fluid tight seal it is a sterile barrier between the materials contained 
within the bore and the outside environment. 

7. Applicant argues that Mackal discloses a plunger that has an outer diameter at several if 
not all locations that is equal or greater to that of the bore. The examiner argues that the plunger 
also has a diameter that is smaller than that of the bore in several locations. The plunger meets 
the claim limitations because it has a diameter at least in part that is smaller than that of the bore. 

8. Applicant argues that Mackal fails to teach a cam and a slot. Figure 9 of Mackal is 
annotated below. The cam slot is formed between the projection 37 and the distal end of the 
body, and the cam extends therein. 
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9. Applicant argues that Mackal fails to disclose a handle on the plunger. Applicant has not 
disclosed the structure of the handle so it is interpreted that a handle is any portion that may be 
grasped such as the portion 22 of the plunger that is extending out of the body. 

10. Applicant argues that one of skill in the art would not substitute the material of Mackal 
for the more rigid material of Tessman. Mackal discloses that preferably the device is formed 
from a material that may be distorted. One of skill in the art would know that there are many 
different ways to assembly a valve. 

1 1 . Applicant fails to claim the structure of the sterile flange. The examiner believes that any 
flange may be a sterile flange if it has been sterilized. A sterile flange is interpreted to be the 
same as a flange for the purposes of examination absent any other identifying structures. 

Conclusion 

12. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to LAURA A. BOUCHELLE whose telephone number is (571)272- 
2125. The examiner can normally be reached on Monday-Friday 8-4. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nicholas Lucchesi can be reached on 517-272-4977. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Laura A Bouchelle 

Examiner 

Art Unit 3763 

/Laura A Bouchelle/ 
Examiner, Art Unit 3763 



/Nicholas D Lucchesi/ 

Supervisory Patent Examiner, Art Unit 3763 



